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MAIL STOP AMENDMENT 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

STATEMENT FILED PURSUANT TO THE DUTY OF 
DISCLOSURE UNDER 37 CFR SSI. 56. 1.97 AND 1.98 

Sir: 

Pursuant to the duty of disclosure under 37 C.F.R. §§1.56, 1.97 and 1.98, the Applicant 
requests consideration of this Information Disclosure Statement. 



PART I: Compliance with 37 C.F.R. SI .97 

This Information Disclosure Statement has been filed more than three months after the 
filing date of this application and after the mailing date of the first Office action, but before the 
mailing date of any final action under 37 C.F.R. §1.1 13, a Notice of Allowance under 37 C.F.R. 
§ 1 .3 1 1 , or an action that otherwise closes prosecution in this application. 

The fee of $180.00 as set forth in 37 C.F.R. §1.1 7(p) is enclosed. 
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PART II: Information Cited 

The Applicant hereby makes of record in the above-identified application the information 
listed on the attached form PTO-1449 (modified PTO/SB/08). The order of presentation of the 
references should not be construed as an indication of the importance of the references. 

The Applicant hereby makes the following additional information of record in the 
above-identified application. 

The Applicant would like to bring to the Examiner's attention the following co-pending 
applications that may contain subject matter related to this application: 



Serial No. 


Filing Date 


Inventory 


Docket No. 


11/441,395 


May 25, 2006 


Doshan 


♦P0453.70119US01 


11/441,452 


May 25, 2006 


Wagoner et al. 


♦P0453.70120US02 



*A copy of this reference is not provided as the Office has waived the requirement under 37 C.F.R. 1 .98(a)(2)(iii) for submitting a 
copy of each cited U.S. patent application if they are scanned to Image File Wrapper system and are available on Private PAIR. 



The Applicant would like to bring to the Examiner's attention the enclosed search report 
or other communication from a corresponding International or Foreign National Application. 

Serial No. Mailing Date Typefs) of Communication Docket No. 

SG 200506461-3 April 27, 2006 Written Opinion P0453.701 12SG00 

EP 04759348.8 March 17, 2006 Office Communication P0453.701 12EP00 

PART III: Remarks 

Documents cited anywhere in the Information Disclosure Statement are enclosed unless 
otherwise indicated. It is respectfully requested that: 

1 . The Examiner consider completely the cited information, along with any other 
information, in reaching a determination concerning the patentability of the present claims; 

2. The enclosed form PTO-1449 (modified PTO/SB/08) be signed by the Examiner to 
evidence that the cited information has been fully considered by the Patent and Trademark Office 
during the examination of this application; 
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3. The citations for the information be printed on any patent which issues from this 
application. 

By submitting this Information Disclosure Statement, the Applicant makes no 
representation that a search has been performed, of the extent of any search performed, or that 
more relevant information does not exist. 

By submitting this Information Disclosure Statement, the Applicant makes no 
representation that the information cited in the Statement is, or is considered to be, material to 
patentability as defined in 37 C.F.R. §1. 56(b). 

By submitting this Information Disclosure Statement, the Applicant makes no 
representation that the information cited in the Statement is, or is considered to be, in fact, prior 
art as defined by 35 U.S.C. §102. 

Notwithstanding any statements by the Applicant, the Examiner is urged to form his or 
her own conclusion regarding the relevance of the cited information. 

An early and favorable action is hereby requested. 

Respectfully submitted, 

By: ^^^^X^Q^^^ 
Edward R. Gates, Reg. Ho. 31,616 
Wolf, Greenfield & Sacks, P.C. 
600 Atlantic Avenue 
Boston, Massachusetts 02210-2206 
Telephone: (617)646-8000 

Docket No.: P0453.701 12US01 
Date: February^, 2007 
xNDDx 
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2005-0004155 
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DE 


196 51 551 
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Y-Abstract 






WO 
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WO 


2004/091623 
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of MNTX in opioid-induced constipation. Press Release. Progenies Pharmaceuticals, Inc. March 10, 
2005. 








AUNG et al., Methylnaltrexone prevents morphine-induced kaolin intake in the rat. Life Sci. 2004 
Apr 16;74(22):2685-91. 








BROWN et al., Techniques for mechanical stimulation of cells in vitro: a review. J Biomech. 2000 
Jan;33(l):3-14! 








EGAN et al., Prospective pharmacokinetic and pharmacodynamic validation of propofol's context 
sensitive Tl/2. Anesthesiology. 1999 Sep;91(3A): Abstract A3 47. 








FOSS et al., The efficacy or oral methylnaltrexone in decreasing the subjective effects of IV 
morphine. Anesth Analg. 1997;84. Abstract S484. 








FOSS et al., Enteric-coated methylnaltrexone prevents opioid-induced oral-cecal transit delay in 
humans Anesth Anale 2000*90 Abstract S409 








FOSS et al., Subcutaneous methylnaltrexone reduces morphine-induced subjective effects in 
humans Anesthesioloev 2001 '95 Abstract A-8 17 








FRANCE et al., Morphine, saline and naltrexone discrimination in morphine-treated pigeons. J 
Pharm and Exper Ther. 1987;242:195-202. 








FUNKE et al., A proton and carbon- 13 nuclear magnetic resonance study of three quaternary salts 
of naloxone and oxymorphone. J Chem Soc. 1986:735-8. 








GUTSTEIN et al., Role of inositol 1,4,5-trisphosphate receptors in regulating apoptotic signaling 
and heart failure. Heart Vessels. 1997;Suppl 12:53-7. 
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tetrahydroquinoline (CGPM-9) on in vitro rat t lymphocyte and macrophage functions. Life Sci. 
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HIROTA et al., Loss of a gpl30 cardiac muscle cell survival pathway is a critical event in the onset 
of heart failure during biomechanical stress. Cell. 1999 Apr 16;97(2): 189-98. 








HO et al., Beta-endorphin: peripheral opioid activity of homologues from six species. Int J Pept 
Protein Res. 1987 Apr;29(4):521-4. 








HO et al., Methylnaltrexone antagonizes opioid-mediated enhancement of HIV infection of human 
blood mononuclear phagocytes. J Pharmacol Exp Ther. 2003 Dec;307(3):l 158-62. 








HUSSAIN et al., Improvement of the oral bioavailability of naltrexone in dogs: a prodrug approach. 
J Pharm Sci. 1987 May;76(5):356-8. 
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